Objective: To know surgical patients' understanding of the free and informed consent form (FICF). Methods: Cross-sectional study conducted with patients in the immediate postoperative period of different surgical procedures. Intentional sample. Data were collected by means of a questionnaire with Likert type responses, and analyzed through descriptive and analytical statistics. Results: Of the 374 patients evaluated, 36.4% underwent surgical procedures on the musculoskeletal system, and 35.3% received the FICF from a non-medical professional (secretary). The patients agreed that they understood the information written on the FICF (44.7%), that the information was clear (59.6%), that doubts were clarified (57%), and that they knew the function of the FICF (59.6%). Only 28.6% of patients confirmed that they had obtained a signed copy of the FICF. Conclusion: Most participants understood the written information on the FICF, but it is necessary to expand this understanding to all patients, as well as provide a copy of the signed document.
Introduction
Autonomy is a human characteristic that enables decision making and actions based on ethical principles and the valuation of one's will as an independent person.
(1) The autonomy of the patient respects his will, thereby enabling his active participation in his therapeutic process. (2) To this end, in order to perform a surgery, it is necessary to obtain the patient's consent, which can be revoked at any time. (3) Studies that scientifically evaluate the autonomy of human beings are important for researching how individuals manifest their will and desires, and thereby helping to avoid situations of people being subjected to scientific experiments without their informed consent, and associated physical and psychological damages. The struggle of ethics in research and the documentary record of the informed consent form for people undergoing medical treatment or research started during World War II, (4) with statement of the risks and benefits to which the individual would be submitted. The benefits of this document was reaffirmed by the Nuremberg Code in 1947, drawn up after judgment of Nazi officials and physicians, by the Declaration of Helsinki in 1964 and by the World Medical Assembly in Hong Kong in 1989. (5) In Brazil, use of the informed consent form was standardized in the early 1980s, based on the documents of the Ministry of Health and the Federal Council of Medicine. (6) These documents have various nomenclatures to designate this form, the best known being the free and informed consent form (FICF).
Free and informed consent forms are signed in different situations such as conducting diagnostic imaging tests, scientific studies and therapeutic procedures. It is established by the Code of Medical Ethics that patients be properly informed by their physicians when obtaining consent to perform medical acts. Although nurses do not have a legal responsibility to provide the information necessary for the patient to evaluate the risks and benefits involved in surgical procedures, they have contributed in facilitating the process of obtaining the FICF. Through empirical observation of professional practice in a surgical center, it was found that some patients, after clarifications and signature of the FICF and without the presence of a physician, demonstrated that they had not understood the information provided, or had doubts regarding the function of the signed document, and sought clarification of their questions with other health professionals. In addition, little is discussed in nursing about the process of obtaining the FICF and its contributions. In this context, the objective of this study was to explore surgical patients' understanding of the free and informed consent form.
Methods
This was a cross-sectional study conducted in a large hospital, located in the city of Porto Alegre, in the southern state of Rio Grande do Sul, Brazil.
The study population was made up of patients who had undergone surgery of any specialty, performed in the main surgical center of the institution. Inclusion criteria were participants aged 18 years or older; undergoing elective surgeries of medium and large size; being admitted to the hospital and in clinical and psychological conditions to participate in the study. Patients with less than 24 hours of anesthetic recovery were excluded.
The sample consisted of 374 participants, considering the total number of surgeries (13,530) carried out in 2014, with a 5% margin of error, 50% heterogeneity and 95% confidence level.
Data were collected between May and August 2015, which entailed 1) daily query of records of patients in the postoperative period that passed through the anesthetic recovery room (from 24 hours to 10 days), identifying the patients from the surgical center being researched, and checking the hospitalization location; 2) the researcher went to the nursing station of the hospitalization unit of the selected patient, and introduced themselves to the nurse in charge, presented the opinion of the research ethics committee of the institution stating their purpose, and verifying the availability of the patient to participate in the research; 3) after being authorized, the researcher went to the patient's bed, invited him or her to participate in the study, and clarified any doubts that may have arisen; 4) upon accepting to participate, the patient signed two copies of the FICF, one of which they kept; and 5) the researcher filled in the questionnaire, reading the response options, as each patient indicated the response that best expressed their opinion on each question investigated.
Data collection was carried out by means of a structured questionnaire, and the answers were given on a Likert type scale, varying from: strongly agree (SA); agree (A); disagree (D); strongly disagree (SD); and, I neither agree nor disagree or do not remember or do not know (ND). The questionnaire was validated by a team of judges composed of six nurses, three of which were professors in an undergraduate nursing course, and three worked in the surgical center under study. The data were collected by the researcher at the postoperative patient's bedside, then stored and analyzed in SPSS software by means of descriptive and analytical statistics. The variables were described with absolute and relative numbers, and for comparisons between proportions, the Pearson Chi-square test was used.
The study was registered in the Plataforma Brasil under Certificate of Presentation for Ethical Appreciation (CAAE, as per its acronym in Portuguese) number 40018314.8.0000.5335.
Results
Of the 374 participants, most were women (53.2%), and surgeries on the musculoskeletal apparatus were the most prevalent (36.4%) ( Table 1) .
When participants were asked about which professional informed them about the FICF, 35.2% responded that it was the secretary ( Table 2 ). It is notable that 16.3% of the participants marked the response option "other", since they did not know how to identify which professional had presented the FICF.
It was evidenced that 44.7% of participants agreed that they had fully understood the written information on the FICF; 59.6% agreed that the FICF contained clear information and plain language in the document; and 57% agreed that they had their doubts resolved and questions clarified. A total 63.1% did not get a signed copy of the FICF (Tabela 3).
Associations were identified between the professional who presented the FICF and the patients' understanding of information (p=0.008); clear and simple language (p=0.009); clarification of doubts (p=<0.001); importance of the FICF (p=0.002); signature without explanation of the FICF (p=<0.001); knowing the function of the FICF (p=<0.001); and being provided with a signed copy of the FICF (p=<0.001).
It was identified that female participants more strongly perceived that the information was in clear and simple language (p=0.046). There was also a significant association between level of education and clarification of doubts, knowing the purpose of the FICF and receiving a signed copy of the document (p=<0.001). 
Discussion
It was identified that 35.3% of the patients obtained the FICF from administrative staff. Some patients (16.3%) reported that they received the FICF from the receptionist, along with other hospitalization documents, insurance guides and papers related to the hospital services fees. It is widely known that it is inappropriate to provide the FICF at the time of contracting a health care service, when payment and the rights and duties of the patient are discussed, because this situation is detrimental to understanding the procedure, and weakens the patient's autonomy, putting them in a position of emotional vulnerability without the option of choice.
Physicians are the recommended health professionals to provide information contained in the FICF, since this document is largely misunderstood by patients. (8) In addition, the Code of Medical Ethics advocates that physicians should obtain the patient's signature on the FICF, (9) and be responsible for providing clarification on the surgery and requesting the patient's signature, obtaining the correct and legal form of the FICF, and justifying and consolidating the medical act as something fair and right. (2) In addition, planning, intervention, evaluation of care and counseling of patients contribute to obtaining consent, as actions within the legal scope of nursing practice. (10) In the opinion of the participants, the FICF fulfilled its purpose, and was written and presented in such a manner that was easy to read, even for those patients with basic education, because most of them understood the written information available on the form. One study that evaluated the understanding and readability of FICFs in patients participating in clinical research showed that 50% did not understand the information contained in the form. (11) When the FICF is misunderstood, this undermines the act of providing information inherent to the document itself, the procedure and the willingness to undergo the process. Professionals should always consider the mental, emotional, cultural and educational condition of the patient at the time of providing the FICF, because if there is definite risk to the patient's health, they will not be able to understand the document, as they will be vulnerable and not display their full autonomy. (12) Many patients have limited understanding about the implications of the FICF, and are unable to understand that the document protects their interests and enables them to exercise autonomy. (13) In this study, it was found that the vast majority of participants agreed that the FICF had plain language and clear information. This is in contrast to another study, in which the FICF presented a high degree of difficulty reading. (14) For patients to consent or refuse to sign the FICF, it is necessary that they are provide with clarifications on it that are adapted to social, cultural and psychological circumstances. (4) This question had a significant association when related to the professional who informed the patient (p=0.009), and in relation to the patient's sex (p=0.046). Another study (15) that aimed to evaluate patients' understanding of the information in the FICF by 143 patients showed that there was no correlation between sex and level of knowledge of the information in the document; however, the language used was directly correlated to their understanding. The text should conform to the intellectual level of the population served; in the case of Brazil, it must not exceed the level of primary education. (16) As for clarification of doubts and the opportunity to ask questions related to the FICF and the surgical procedure, in this study, there was an association in relation to the study time and professional informant (p<0.0001), showing that the higher the level of education of the patient, the lower the level of doubt. It is notable that the majority of respondents had an intermediate or higher level of education, which explains the high level of understanding of the FICF among the patients surveyed. Patients with higher education had a level of understanding and clarification of doubts about the FICF greater than patients who had only high school, and even greater when compared to patients who had only primary school. (11) "Literary skills" are pointed to as determinants for the process of understanding, and therefore so when these are inadequate, the information contained in the FICF will be undermined. (17) In relation to the importance of the FICF, 93.1% agreed or strongly agreed that the it was an important document, with an association (p=0.002) with the professional informant being observed. During data collection, it was observed that the perception of the patient varied in relation to the importance of the FICF according to the professional informant. As reported by the participants themselves, the greater prevalence of those who considered the FICF to be important were patients who received the FICF out of the hands of the surgeon or another member of the medical staff. Data from one study show that the majority of participants in a clinical trial signed the FICF without sufficient knowledge of the study information, and were influenced in their decision to participate in the study. (15) Most of the patients surveyed denied feeling ashamed of asking questions about the FICF and the proposed surgical procedure, and claimed that they were not afraid of the professional who presented the FICF, with a significant relationship with the professional who informed the patient being observed (<0.001). In another study (18) carried out with adolescents, none of the patients interviewed said that they were afraid of the professional, or even the proposed procedure, but only the possible damages inherent to the treatment, such as pain. In surgical patients, the presence of feelings such as worry and fear is related to the surgical procedure itself. (19) However, the relationship nurse-patient facilitates identification of anxiety, which can impact understanding of the FICF and be influenced by the content of the text. It is known that the format in which the informed consent is provided (oral, written or video) has no significant effect on the patient's anxiety. (20) Among the patients surveyed, most agreed the time used to obtain the signature of the FICF was sufficient to clarify their doubts, and disagreed with the statement of having signed the FICF without receiving some type of information. Different from the results found for the present study, another study (6) found that often the professional who presents the FICF simply requests the patient's signature, without providing information on the document. Another study (10) found that 32.9% of patients signed the FICF without reading its contents. One of the reasons reported for not reading and only signing the FICF without requesting explanation of the information contained in it were: fear of reading it and finding out the risks that they would be subject to, hurry to complete the bureaucratic part of hospitalization to perform the procedure as soon as possible, and fear of not signing and not being cared for or operated on, among other factors listed as the reason to merely sign it (without reading). (13) On the basis of their higher level of knowledge, it is possible that the physician implicitly exercises on their patient an involuntary psychic duress, making the patient feel embarrassed to read the document and sign it anyway. (21) When asked if they knew the function of the FICF, 28.9% disagreed. One integrative review study identified participants' difficulty reading and understanding the FICF, and that the main factor influencing these aspects were low level of education. (11) This variable showed an association with the professional who presented the form (<0.001) and level of education. Therefore, understanding the importance of the FICF is related to the professional who presents the form, since it depends on the degree of knowledge and professional preparation of who will explain and clarify the patients' doubts, and the patient's level of education, for which the higher the level, the greater the perception about the importance of the form.
During data collection, many patients claimed to know the purpose of the FICF, and reported that this served only to defend the physician and the institution in the event of a lawsuit, demonstrating that despite claiming to know its purpose, they had a distorted view of it. It is important to mention that many patients who responded to consider the FICF important, then responded that they did not know what it was for. Despite not knowing its purpose, they thought it was important, because if it was not, the physician or institution would not have spent time providing them with information on it, and requesting their signature.
It was observed that only 28.6% of the participants claimed to have received a copy of the FICF, even though, in some cases, the copy had been delivered to a family member with the patient's knowledge.
It is noted that defensive medicine has contributed to the distortion of the process of obtaining the FICF, and reduced it to a simple term that has, among other goals, exempted the professional from fault in the event of possible malpractice, (22) turning it into a mere formality usually performed and filed in the record for legal purposes, forgetting that the patient is also an active party in the process of providing information on the FICF, and that they have the right to receive a copy. As members of the health care team, nurses can contribute to transforming the process of obtaining the FICF, which is often characterized by simply obtaining a signature for the moment of shared decision making.
Among the limitations of this study is the impossibility of investigating all the factors that influence understanding of the FICF, since a questionnaire was applied to the participants with pre-defined responses, in which patients could choose only the answer that came closest to representing their opinion.
Conclusion
It was found that the majority of surgical patients received the FICF from non-physician professionals such as a secretary, nurse and other unidentified professionals. Most of the surgical patients who participated in this study claimed to have received information about the form and the proposed procedure before signing the FICF, that the information was presented in simple and clear language, and that their doubts were clarified during the process of providing information on the form, that they had sufficient time to provide such information, and that they considered the FICF to be important. Although most of the participants said they knew the purpose of the FICF, nearly one-third said the opposite. This study demonstrated that many patients who considered the FICF to be important did not know its function, and were not provided with one of the two signed copies of it. Despite the FICF not being the legal responsibility of nurses, these professionals' proximity to patients can assist in discerning the content of the FICF, mostly related to therapeutic complexity.
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